
510(k) SUMMARY

This summary of 5 10(k) safety and effectiveness information is being submitted in

accordance with the requirements of SMDA 1990 and 21 CFR §807.92. OCT -6 2311

The assigned 5 10(k) number is: KI 11343

1. Submitter's Identification:

Crosstex International, Inc.
10 Ranick Road
H-auppauge, New York 1178 8
Tel No.: 631-582-6777
Fax No.: 631-582-1726

Contact Person:

Mr. Gary Steinberg
President
Crosstex International, Inc.
10 Ranick Road
Hlauppauge, New York 1178 8
Tel No.: 631-582-6777
Fax No.: 631-582-1726

Date Summary Prepared: November 4, 2010

2. Name of Device:

" Crosstex® Isofluid Plus Surgical Earloop Face Mask - Blue

* Crosstex® Isofluid Plus FogFree Surgical Earloop Face Mask - Blue

" Crosstex@ Isofluid Plus FogFree Surgical Earloop Face Mask with Splash Visor -

Blue

3. Predicate Device Information:

Crosstex®D Isofluid FogFree Earloop Face Mask



4. Device Description:

The Crosstex Isofluid Plus Surgical Masks are constructed of a cellulose inner

facing, a 100% spunbonded polypropylene outer facing, a 100% meitblown

polypropylene filter media, with non-latex elastic loops. The nose piece for the

Crosstex Surgical Masks is aluminum wire while the no fog strip (if applicable)

is made of melt blow polypropylene.

5. Intended Use:

The following Crosstex Isofluid Plus Surgical Masks are intended for use in

infection control practices to minimize contamination caused by inhaled and

exhaled microorganisms and reduce the potential exposure of the wearer to

blood and body fluids.

" Crosstex® Isofluid Plus Surgical Earloop Face Mask - Blue

* Crosstex® Isofluid Plus FogFree Surgical Earloop Face Mask - Blue

* Crosstex® Isofluid Plus FogFree Surgical Earloop Face Mask with Splash Visor -

Blue

6. Comparison to Predicate Devices:

Outer Layer Spunbond Polypropylene Spunbond Polypropylene

Filter Media Melt Blown Polypropylene Melt Blown Polypropylene

Inner Layer CluoeSubn oyrpln

Nose Piece Aluminum Wire Aluminum Wire

Attachment aloErop

Anti-Fog (If Applicable) Melt Blown Polypropylene Melt Blown Polypropylene

Specifications and
Dimensions Sm "x35

Mask StyleSaeFaPltd

Sterile No No

Single Use Yes Yes



Particulate Filtration 9.1 t01p 85 t05p

Efficiency: ASTM F22999901%a0.1tr985 
0.

Bacterial Filtration Efficiency: 99.8% 99.8%
ASTM F21 01
Flanmmability Class:11
I6CFRI10

Delta-P: Mul M36954C 2.5 2.86

7. Discussion of Non-Clinical Tests Performed for Determination of

Substantial Equivalence are as follows:

a. Fluid Resistance: Synthetic Blood Penetration Test

b. Bacterial Filtration Efficiency (BFE) / Differential Pressure (AP) Tests

c. Flammability Testing
d. Latex Particle Challenge Test
e. Biocompatibility Testing Per ISO 10993

It was our conclusion that Performance Testing met all relevant requirements

of the aforementioned test standards.

8. Discussion of Clinical Test Performed:

Not Applicable

9. Conclusions:

The Crosstex® Isofluid Plus Surgical Masks have the same intended use and

technological characteristics as the predicate device. Moreover, bench testing

contained in this submission demonstrates that the technological characteristics

do not raise any new questions of safety or effectiveness. The Crosstex®

Isofluid Plus Surgical Masks are substantially equivalent to the predicate device.



DEPARTMENT OF HEALTH & HUMAN SERVICES PINibIC iCalti, SerVICe

Crosstex International, I neorpoated
C/O) Mr. Richard NI. Ormsbce
Co FJN)rate Regulatory AtIa irs N'!anti ker
M'inintech Corporation
14605 28" Avenue Nor0th
Mi inneapol is, N'! innesota 55447

Re: K11t1343
1 rade/Device Name: C rosstex iso [S1tilid ILus S1.1r-Pical Ni asks
Regulation Number: 2 1 CFR 878.4040
ReguHlationl Name: SUrg-ical Apparel
Regulatory Class: II
Product Code: FXX
Dated: September 20, 2011
Received: September 2 1, 20Q11

Dear Mr. Orinsbee:

We have reCviewed your1 Sct ion 5 10(k) preinarket notification of intent to market t1w device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legallY marketed piedicate devices marketed inl
nterstate commerce prior to May 28, 1 976, the enactment (late of the Medical Device

Amendments, or to devices that have been reclassified in accordance with the provisions of'
thie Federal F "ood. Drug. and Cosmetic Act (Act) that do not reqLi r approval of a premarket
'approval application (PMA). You May'. therefore, market the device, subject to the general
controls provisions of-the Act. The general controls provisions of thle Act include
reqti i rementS for' anual reCgistration, listing of devices, good muaim facturi g prIactice.
labeling, and prohibitions against misbranding and adulteration. Please note: CDRI-l does
not evaluate information related to contract liability warranties. We remind you, however.
that device labeling iMust be truthful and not mi sleadi ng.

IIf your device is classified (see above) into either class 11 (Special Controls) or class Ill
(PIA). it may be Subject to additional controls. Existing maj or regoulat ions affecti ng, your
(device can be Founld inl thle Code of Federal Retgulations. TIitle 21, Parts 800 to 898. Inl
addition. F DA May puiblish furilther' ann110oucets con1cernling your device in thie Federal
Register.



PC Mr. Ormsbee

Please be advised that [FDA's issuance of a substantial eCitrivaleneeC detemIinationl does not
mecan that FDA hias rmade a determinlationl that v!otir de\'iee complies with other requireCments
of the Act or any\ Federal sttCts and r'eeLliatiOns administered by Other Federal awencies.
You Imust comply with all the Act's requiremnlts, including, bUt not lilniied to: reuistlation
and listing (2 1 CFR Part 807)i labeling (2 1 CFR PinPat 80 1); medical deCvice reportinrg
(reporting ofimedid le I(evice-related adverse events) (2 I C FR 803);: g ood Inanu faCttrr'ing
practice rluierlerdClllS as Set for th inl the quality systemls (QS) r-egtrlatiOn (2 1 CFR Part 820);
and if applicable, the electronic prodcltc radiation control po\'isions (Sections 531 -542 of
the Act); 2 1 CUR 1000-1050.

If you desire specific advice lor- 'our device onl oLr labeling regCulationl (2 I CFR Part 80 I)!
lIease go to littl)://\\\\w%.fdali.,-Ov/AbOLItFDA/Certter-s0We-ies/CDR I-/CDP\I-10i'ices

/ueII In I15809.1 him for the Center for Devices and (ad iological I-leal th 's (Cl) RI-I's) 001-cc of
Compliance. Al so, please nIote the reCgulationl entitled.'N' "i sbranding by ref'erence to
premarket notification" (2 1 C FR Part 807.97). For quLestionIs regpardi rig the reporting of'
adIVS verseS L et Inder:I the N DR It rgulationl (2 I CU"R Part 803)), please go to
hittp)://\v\ww.ftla. uo\/Nledlicail)ev ices /Sa fct\,/Reploitatlro blenti/det'Ifau~lt t for the C 1)1(-I's
0ffWee of'Surx'eilIlance and 13iometrics/D ivision of' Postmlarke. S5urvel I ance.

YOU may obtain other -cneral inibformatil On %ooLrr respo ns ibiIi ties under- the Act From the
Divxis ion of Small Ni ant.faetRrlers. Internatilonal and Consumer Assistance at its toll -fr-e
nurmber (800) 638-204 1 or (301 ) 796-7 100 or ait its Internet address
lhttp)://\%,v%%,ida.uov/'vecicl)CViCC/feOLirccsf'OtYOLu/I)CILrstr-V/de faLt It. html.

Sincerely y'otrrS.

Anthony D. Watson, B3.S., M.S., M.B.A.
Director
Division of' Anesthesiology, General H-ospital,

In fectiori Control and Dental Devices
Office of Device Evaluation
Center for Devices anid

Radiolouical HeIalth

EnclosureC



Indications for Use

510(k) Number (if known): k 1118343

Device Name: Crosstexg Isofluid Plus Surgical Masks

Indications for Use:

The following Crosstex®V Isofluid Plus Surgical Masks are intended for use in infection control
practices to minimize contamination caused by inhaled and exhaled microorganisms and reduce
the potential exposure of the wearer to blood and body fluids. (non-sterile)

* Crosstex® Isofluid Plus Surgical Earloop Face Mask - Blue
" Crosslex® Isofluid Plus FogFree Surgical Earloop Face Mask - Blue
* Crosstex® Isofluid Plus FogFree Surgical Earloop Face Mask with Splash Visor - Blue

Prescription Use AND/OR Over-The-Counter Use _ X_
(Part 21 CER 801 Subpart D) AN/R(21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Dv2kmdtin-ff) Page 1 of]I

Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

510(k) Number:1 c


